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April 3, 2003

Ms. Lorraine Hunt

Office of Information and Regulatory Affairs
Office of Management and Budget

New Executive Office Building

725 Sevepteenth Street, N.W., Room 10202
Washington, D.C. 20503

Re: Draft 2003 Report to Congress on the Costs and Benefits of Federal Regulations (68
Fed. Rep, 5492 (Fcbruary 3, 2003))

Dear Ms. Hunt:

The undersigned are a coalition of trade associations representing all ticrs of the beverage
alcohol industry. Members of our associations are involved in the production, importation,
distribution/wholesaling, and retailing of beverage alcohol products that are sold throughout the
United States. On behalf of our respective members, we welcome the opportunity to submil this
comment to the Office of Management and Budget (OMB) concerning its “Draft 2003 Report L0
Congress on the Costs and Bencfits of Federal Regulations.”

We specifically address OMB’s request for comment concerning how to more effectively
evaluate the benefits and costs of the Department of Health and Human Services/Food and Drug
Administration’s (FDA) regulatory proposals intended to implement the Public Health Security
and Bioterrorism Preparedness and Response Act of 2002 (Bioterrorism Act). (See 68 Fed. Reg.

at 5499.)

As elaborated in our March 5, 2003 comments (cnclosed) filed with OMB, FDA’s
proposals to implement the registration and prior notice provisions of the Bjoterrorism Act would
impose unnecessary burdens upon the government and the beverage alcohol industry because the
directives of the Act already arc met and satisfied by the existing statutory/regulatory schemes
governing our industry. In particular, FDA’s registration and prior notice proposals would
duplicate requirements imposed upon the beverage alcohol industry by the Tax and Trade Bureau
(previously the Bureau of Alcohol, Tobacco and Firearms) of the Departrent of Treasury and the

Customs Service, respectively.

To avoid this redundancy. we have urged that FDA coordinate with other Federal
agencies to ensure that the Federal government and the beverage alcohol industry focus their
respective resources more efficiently and eflectively upon cfforts that will enhance security.
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March 5, 2003

Mr. Stuart Shapiro

Desk Officer for FDA

Office of Information and Regulatory Affairs
Office of Management and Budget

New Executive Office Building

725 17" Street, N.W., Room 10235
Washington, D.C. 20503

RE: Docket No. 02N-0276: Food and Drug Administration/Bioterrorism Preparedness
and Response Act of 2002/Registration Proposal

Dear Mr. Shapiro:

The undersigned are a coalition of trade associations representing all tiers of the beverage
alcohol industry. Members of our associations are involved in the production, importation,
distribution/wholesaling, and retailing of bevcrage alcohol products that are sold throughout the
United States. On behalf of our respective members, we welcome the opportunity to submit this
comment to the Office of Management and Budget (OMB) conceming the Food and Drug
Administration’s (FDA) notice of proposed rulemaking implementing the registration provision of

the Public Health Security and Bioterrorism Preparedncss and Response Act of 2002 (Bioterroyism

Act).

We fully support a focused regulatory scheme to guard against 4 threatened or actual
terrorist attack on the U.S. food supply. A focused scheme takes into account existing regulatory
requirements that already are in effect, despite the fact that they may be implementcd by various
Fedcral agencies. Sucha coordinated strategy makes both “government sensc” and “business
sense.” Redundant regulation only serves to burden business and cause confusion, without any
commensurate benefit in achieving our collective goal of a safe and secure food supply.

For beverage alcohol, the directives of the Bioterrorism Act already are met and satisfied
by the existing obligations imposed by the Department of Treasury’s Tax and Trade Bureau
(formerly the Bureau of Alcohol, Tobacco and Firearms). In discharging its statutory
responsibilities, we urge OMB to review FDA’s registration proposal in terms of whether the
burden of a new, but duplicative, regulation outweighs its benefit.

osal would impose burdens upon industry, as well
as thc govermment, that are unnecessary because they duplicate the collection of information
already required by the Tax and Tradc Bureau. In light of this duplication, FDA’s burden estiniate
for information collection is inherently flawed becausc it does not take into account that beverage
alcohol industry members would be required to satisty two rcgulatory schemes with redundant

We submit that FDA’s registration prop
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dictates. To the same effect, FDA’s burden estimates regarding cost, impact and other factors
similarly are flawed.

The statutory and regulatory requirements of the Tax and Trade Bureau clearly
demonstrate these points. Since the 1930s, TTB and its predecessor agencies have regulated the
beverage alcobol industry in termas of both import and domestic trade. TTB has a comprehensive
set of regulations governing the production, manufacture, importation, and distribution of beverage
alcohol products. All persons engaged in the business of producing, importing and distributing
beverage alcohol products in the United Statcs must obtain a permit from TTB or be registered

with TTB.

Any applicant for a permit or registration with TTB is subject to an extensive background
and financial investigations revicw. Foreign entities can import beverage alcohol products only
through an entity that holds a Federal Basic Traportcr’s Permit. (These permit and registration
requirements are discussed further below.)

As a consequence, we urge OMB to take the position that FDA not propose or adopt
regulations that would be duplicative of regulations already in place and administered by TTB. A
means to achieve this end is to include express language in the Bioterrorism Act’s final registration
rule recognizing that TTB’s requirements satisty the registration requirement under the
Bioterrorism Act.

Coordination of action, not duplication of action, should be the keystone in implementing
the provisions of the Bioterrorism Act. Congress recognized that the Act called upon functions of
other Federal agency activities and intended to coordinate, rather than duplicate, such functions i
implementing the Act. Sections 302(c) and 314 of the Act clearly contemplatc and direct the
cfficient use of government resources to effectuate the goals of this Act and to facilitate its
implementation by a clear allocation of Federal agency activities.

This clcar allocation of responsible action among Federal agencies, such as TTB vis-a-vis

its rcgulatory schemc governing beverage alcohol industry members, will best utilize the
procedurcs and processes already in place to most efficiently «“develop a crisis communications
and cducation strategy with respect to bioterrorst threats to the food supply,” the stated purpose of

Title UI of the Act.

In sum, since the requircments of TTB already achicve the desired objcctives of the
registration requirement of the Bioterrorism Act, it should be incumbent upon FDA to liaisc with
TTB to coordinate their actions, rather than unduly burden industry due to a lack of coordination.
Any other course of action would impose unnecessary burdens upon regulators and the regulated
community and thereby divert valuable time and rcsources away from government and industry
cforts to protect the food supply from biolerrorist threats -- an objective that all of us fully

support.
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Background: TIB’s Requirements

Section 103 of the Federal Alcohol Administration Act (FAA Act) (27 U.S.C. § 203) and
its implementing regulations in 27 C.F.R. provide that it shall be unlawful, except pursuant to 4
basic permit issued by the Secretary of the Treasury, to €ngage in the business of producing,
importing or wholesaling beverage alcohol products. In order to protect the integrity of the
industry by ensuring that only persons who are likely to comply with the Jaw may be granted
permits, Section 104 of the FAA Act (27 US.C. § 204) prohibits the issuance of a permit to:

« any person who has been convicted of a felony under Federal or State law within

the prior five years;

« any person who has been convicted of a misdemeanor under Federal law relating
to taxation within the prior three years;

+ any person who, by reason of business experience, financial standing or trade
connections, is not likcly to commence operations within a reasonable period or 10
maintain such operations in conformity with Federal law; or

 any person whose proposed operations are in violation of the law of the State in

which they are to be conducted.

As stated in the attached August 30, 2002 FDA comment filed by the Burcau of Alcohol,
Tobacco and Firearms (BATF) (pror to its reorganization resulting in the establishment of TIB),
the beverage alcohol permit application process for producer, Lmporter and wholesaler applicants
cncompasses ar extensive investigation of the applicant, including:

. verification of citizenship or business visas issued by the Immigration and
Naturalization Service (which recently was succeeded by the Department of
Homeland Security’s Bureau of Immigration and Citizenship Services);

. review of the applicant’s business structurc to discover any hidden ownership;

and

« investigation of investors and owners through multiplc criminal databases 1o

discover criminal histories and/or affiliations.

(BATE’s August 2002 FDA comument identified the Bioterrorism Act provisions redundant with
the Bureau’s requircments and “encourage[d] collaboration between our respective agencies to

avoid duplication of efforts and undue burden upon the alcohol industry.”)

from TTB; they, however, must register with
ter with TTB, but they can oy

Importer’s Permit. Further,

Brewers arc not required to obtain a permit
TTB. Foreign producers are not required to obtain pcrmits or regis
import beverage alcohal through an entity that holds a Federal Basic
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the importer routinely is required to produce letters from the forcign supplier about the product as

part of the application process.

The Intenal Revenue Code and its implementing regulations that also are administered
by TTB require that persons wishing to establish operations as a distilled spirits plant (DSP),
bonded winery (BW) or brewer also must qualify to engage in such operations. See, e.8., Subpart
G of 27 C.E.R. Part 19 (DSP); Subpart D of 27 C.F.R. Part 24 (BW); and Subpart G of 27 C.F.R.
Part 25 (Brewery). As stated in BATF’s August 30, 2002 FDA comment, these regulations
establish a rigorous application process to allow the Bureau to evaluate the applicant’s likelihood

to comply with the law.

Finally, an applicant for a permit or registration with BATF also must obtain a license or
permit from cach State il which it does business. Similar to TTB’s scrutiny of applicants, the
States subject beverage alcohol licensc or permit applicants to dgorous application processes.

In addition, beer, wine and distilled spirits arc taxed at the Federal level and by cach
State. An extensive tracking system exists to verify the location of products in the stream of
commerce. In fact, beverage alcohol products are sold only at licensed retail establishments,
providing an additional means of identifying their location that is far beyond what is conternplated

in the FDA proposal.

With respect to potential product tampering or similar activities, members of the
beverage alcohol industry periodically have met with the Tax and Trade Bureau to make officials
aware of changes in serial numbers and other characteristics that would enable Federal
investigators to locate quickly products in the event of any such occurrence. Further, TTB hasa
statutory obligation to approve each label and distinctive container used to identify products in the
marketplace turther cnhancing the government’s ability to work with industry members to
implement an immediate product recall or inspcction, if necessary.

Finally, TTB and FDA jointly have established guidelines in the form of a Memorandun
of Understanding dealing with a variety of matters where the statutory responsibilities of the two
agencies overlap. By simply updating that Memorandum, FDA can focus upon other food and
beverage catcgories where no existing regulatory or registration system is in place.

Conclusion

We urge OMB to direct FDA to coordinate with TTB to ensure that there is no
duplication of govenment resources and regulation and to include express language in the

Bioterrorism Act’s final registration rule which recognizes that a TIB beverage alcohol
ies the registration requirement under the Bioterrorism Act.

registration or permit satisti
Federal government and the beverage alcohol

ly and effectivcly upon efforts that will enhance
rdens that otherwise could be imposed upon

This course of action will enable the
industry to focus their resources more cfficient
security and will avoid unneccssary and rcdundant bu
both enforcement and compliance efforts.
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Thank you for the opportunity to present the
implement the registration provision of the Bioterrorism Act. We stand

any time to assist in the development of implementing
lementation of this Act. If we can be of any further assistance, please do not

and effective imp
hesitate to contact us.

Sinccrely,

Robert J. Maxwecll

President
National Association of Beverage Importers, Inc.

Arthur DeCelle
Executive Vice President & General Counsel

Beer Institute

Lynne J. Omlic
Scnior Vice President & General Counsel

Distilled Spirits Council of the United States, Inc.

Craig A. Purser
Vice President
National Beer Wholesalers Association

Bill Nelson
Vice President — Government Relations

WineAmcrica

Attachment

se views concerning FDA’s actions to

ready to work with you at
regulations that will result in the efficient

Harry Wiles
Executive Director
American Bevcrage Licensees

C.M. Wendell Lee
General Counsel
Wine Institute

Donald MacVean
Exccutive Director
The Presidents’ Forum

Craig Wolf
General Counscl
Wine and Spirits Wholcsalers of America,

Inc.



DEPARTMENT OF THE TREASURY
BUREAU OF ALCOHOL, TOBACCO AMD FIREARMBS

Washington, DC 20226 [3241 E/ i
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Angust 30, 2002

Ms. Linda A. Skladany
Senlior Assoclate Commissioner for External Relations

Food and Drug Administration
5600 Fishers Lane (HE-10)
Rockville, MD 20857

RE: Public Law 107-88, Docket Nos. 02N-0276,
02N-0277, and 028N-0278

Dear Ms. Skladany,

to youx request for comments
Subtitle A of the Public Health
Security and Bioterrorism Preparedness and Response
Bct of 2002, Public Law 107-88, (the Act of 2002).
The Act is directed at protecting the safety and
security of the nation’s food and drug supply and
requires in relevant part that the Focd and Drug
administration (FDA) impose certain registration,
recordkeeping, and notice reguirements to effect 1ts
purpose. The Bureau of Alcohol, Tobacco and Firearms
(ATF) regulates the alcohol beverage industry and
imposes many of the same requirements upon the
industry that are required under the Act of 2002.
This letter identifies these requlrements and
encourages collaboration between our respective
agencles to avoid duplication of efforts and undue
pburden upon the alcohol industry-

This letter responds
regarding Title III,

Background

As background,
No. 02N~0276) requires
and foreign food facilitiew.
contain information necessary
of Health and Human Services
address of each facllity, tra

or7 ¥

secrion 305 of the Act of 2002 (Docket

the reglstration of domestic
The registration must
to notify the Secretary
(HHS) of the name and
de names under which the
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address of each facility, trade names under which the
faclility conducts business and, when the Secretary of
HHS deems mnecessary, the general food category.

Section 306 of the Act of 2002 (Docket No. 02N~0277)
requires the promulgation of regulations to establish
requirements for the establishment and maintenance of
records neeaded to determine the immediate previous
sources and the immediate subsequent recipients of
food, whlch records would be kept for no more than two
years. This section would authorize the Secretary of
HHS to have access to these records when there is 2
reasonable belief that an article of food 1is
adulterated and presents a threat of serious adverse
health consequences oI death to humans oI animals.

Finally, section 307 of the Act of 2002 (Docket No.
02N-0278) reguires that the owner, importer, OF
consignee provide priox notice of imported food
shipments. The notice must ijdentify the artlicle, the
manufacturer and shipper, the grower (if known within
the time within which notice is required under
regulations), the country of origin, the country from
which the article 1s shipped, and the anticipated port
of entry. Providing this notice 1s & condition of the
article’s admission into the United States.

hEF—Enforced.Statutory Raquirements

Registration of the Industry Member

The Federal Rlcohol Administration Act (FAR Act), 27
U.s.C. 203, and implementing regulations,in tlitle 27
C.F.R., imposes many of the same reguirements as those
imposed undert the Act of 2002. specifically. like the
registration requirements in the Act of 2002, the FAR
Act and implementing regulations provide that it shall
pe unlawful, except pursuant to a pbasic permit isgsued
by the Secretary of the Treasury, to endage in the
business of importing. wholesaling, producing,
blending, or rectifying alcohol beveragdes- The FARA
Act and implementing regulations identify the limited
class of persons entitled to a basic permit and
condition the permit upon compliance with all Federal
jaws relating to aleohol. 27 U.S.C. 204. This

requirement is intended toO protect the integrity of



those persons Who

the industry by ensuring that only
enter the industry.

are likely to comply with the law

The basic permit approval process entalls a multi-
layered investigation of the permit applicant,
involving verification of citizenship or business
visas lssued by the Immigration and Maturalization
Service, review of the applicant’s buslness structure
to discover any hidden ownership, and investigation of
investors and owners through multiple criminal
databases to dilscover criminal histories and/ox

affiliations.

In addition to ensurihg the integrity of the regulated
industry, the permit requirement, along with labeling
requirements identifying the bottler or importer. and
other required records under the Internal Revenue Code

of 1986 (IRC)' (discussed below), facilitates the
ponsible party

in cases of a problem with the product.
See, &.9., 27 C.F.R. 1.20-1.22, 4.35a, and 24.300, et
seq.” In the case of imported products, while the
foreign producer 1is not registered with ATE, the
importer is routinely required to produce letters from
the foreign supplier about the product as part of the
application process.

(permittee)

Ne would also point out that State liquor control
boards also requlire that persons engaged 1n the
alcohol beverage business obtain a State license, and
impose similar application standards, for engaging in
business in this industry. An FDA registration
requirement for domestic and foreign facilities
producing alcohol beverages would appear to be

} The IRC and implementing regulations require that persons wWlshing
to establish operations az 3 distilled spirits plant (DSP) ,
bonded winery (BW), or brewer must alzo gualify to engage in such

operations. See, e.g. 27 C.F.R. part 19 (DSP), Subpart G: 27
_R. Part 25, Subpart G

C.F.R. Part 24, SubpartD (BW),; and 27 C.F

{Brewary). 'Thc requlatlons establigh a rlgorous application
process, to allow ATK to evaluate the applicant’s likelihood tO
comply with the law. .

2while the legal citationg in thia letter refer to wine, a similar

regulatory scheme applies to both digtilled spirits and malt
beverages/beer as well (except that no permit is required fox

browers of malil beverages).




duplicative of existing registration requirements and

unnecessary.

Recordkeeplng

required under sectlon

The recordkeeping requirements
lar in nature and

306 of the Act of 2002 are simi
purpose to the recordkeeping requirements under the
IRC, 26 U.S.C. chapter £>. The importer, wholesaler,
producer, and blender of alcohol beverages are
required to maintain records of production and
importation. 27 CFR part 24, Subpart O (wine) ; 27 CER
part 19, Subpart W (distilled splrits); 27 CFR Part
25, Subpart U (beer); 27 CFR part 251, Subpart I
(imported distilled spirits, wine and beer). These
record keeplng requirements are intended to ensure
that the tax due on the product 1is paid, or that the
tax is not reimposed upon the product by virtue of the
manner in which 1t is dilsposed. Therefore, required
records track the product from the point of production
or importation to 1its ultimate disposition. Thus,
required records under the IRC already establish the
{immediate previous sources and the lmmediate
subsequent recipients of the alcohol beverages, as is
required by the Act of 2002. A requirement that the
same or similar information be maintained under FDA
regulations would be duplicative and unnecessary -

Prior Notice

section 307 of the Act of 2002

As indicated above,
¢cribing the article, the

requires prior notlce des
manufacturer and shipper; the grower (Llf known), the
country of origin, and the country from which the
article is shipped. Thie information is also required
under regulations implementing the FAA Act. While
there is no formal “prior notice” requirement under
FAA Act regulations, the information collection is
essentially the same and serves the same purpose.

+he FBA Act requires that industry
members apply for and obtain a certificate of label
approval (COLA) coverling the bottled product before
the product is introduced into interstate or [oreign
COImMmerce . The COLA, which is intended to ensure that

In particular,
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the product identifles the product in a non-deceptive
way, must contain mandatory alcohol beveragdge lapel
information, which includes the brand name of the
product, the class and type designation, the alcohol
content, the name and address of the bottler of

packer (domestic product or imported bulk product
bottled in the United States) or ilmporter, and the
country of origin. The COLA forms are valid
indefinitely, provided the beverage content, label and

importer remain the same.

the Act of 2002 does not define “prior

notice” and leaves the. amount of time required to
gatisfy “prior notice” to be established by
regulation. Since an approved COLA form must be
submitted to Customs at the port of entry as a
condition of releasing the product (see, €-9-: 27
C.F.R. & 4.40), we believe the purpose of the prior
notice requirement is fully satisfied. That is, the
purpose of the prior notice requirement 18 to enable
the Government to establish the identity and origin of
the product prior to the product’s importation into
the country. The submission of the COLA forms as a
condition to impoxtation satisfies this purpose.

Significantly,

Other ATF Requlation of the Industry

ATF conducts pexicdic
d laboratory analyses.
t integrity and

Tn additlon to the above,
testing of alcohol beverages an
as appropriate, to ensure produc
compliance with applicable regulations. Numerous
alcohol beverage products will not be issued COLA
forms without £first performing & product evaluation at
the ATF Laboratory. ATF conducts occasional alcohol
-beverage samplings, both targeted and random, testing
the integrity and regulatoxry compliance of alcohol
beverage products on the market. ATFE also
investigates consumer complaints and, in consultation
with the FDA, requests voluntary recalls of the
product where a health concern 1s presented.

he Constituent Roundtable:
Interagencies meeting on August 6, 2002, I followed up
with a telephone call to Ms. Leslye M. Fraser,
(Associate Director for Regulatious, Office of
Regulatlions and Policy), to discuss the information

After attending t



outlined in this memorandum and encourage the exchange
of information and open dialogue between FDA and ATF,
to avold duplication of registration and recordkeeping
requirements of our industry members. ATF believes
that the reguirements we currently impose oun the
alcohol beverage industry meet the requirements of
pP.L. 107-188. ATF recommends further discussion
between our agencies to minimize duplication of
efforts and unnecessary redundancy in regulating the
alcohol beverage industry.

I hope that this informetion concerning ATF’s mission
and regulatory functions assigts you in your
regqulations writing process. Should you require
further asslstance on this matter, please do not
hesitate to contact me. I may be reached at the ATF
Domestic and International Trade pivision (202) 927-

8100.
Sincerely yours,
L y
Theresa M. (Gl 96%“0
Chie
Domestic and International Trade Division
At tachments

C: Leslye Fraser



